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CLAIMS 



2. 



3. 



4. 



A composition comprising a purified mycc/bacterial mycolic acid or mixture of 
purified mycobacterial mycolic acids or efster form thereof or synthetic form 
thereof and a pharmaceutically acceptable carrier or adjuvant, wherein the 
pharmaceutically acceptable carrier is y/uitable for direct administration to the 
lungs of a subject. 

A composition according to claim /. wherein the purified mycobacterial 
mycolic acid or mixture of purifi/d mycobacterial mycolic acids is from 
Mycobacterium tiiberailosis. 

A composition according to cl(im I, wherein the pharmaceutically acceptable 
carrier is a vaporisable liqui(l( 



A composition accordir 
solution. 



3, wherein the vaporisable liquid is a saline 



5. 



A composition co/nprisi|lg a purified mycobacterial mycolic acid or mixture of 
purified mycobacterial Lcolic acids or ester form thereof or synthetic form 
thereof and a phjrmac/uy<:»l^y acceptable carrier or adjuvant, wherein the 

venic amount of the purified mycobacterial 
lycobacterial mycolic acids or ester form 



composition conpris 



mycolic acid or hiixt| 
thereof or synthetic Mrm thereof 




A composition according to claim 5, wherein the purified mycobacterial 
mycolic acid or n/ixture of purified mycobacterial mycolic acids is from 
Mycobacterium kitberculosis. 

A prophylacti/ pharmaceutical composition for an immune disorder, 
comprising /purified mycobacterial mycolic acid or mixture of purified 
mycobacte/al mycolic acids or ester form thereof or synthetic form thereof 
and a pharLceutically acceptable carrier or adjuvant. 
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8. A vaccine according to claim 7. wherein the immune disorder is arthritis. 



9. 



10. 



A method of decreasing the pathoafehic effects of a mycobacterial infection in 
the lungs of a subject by administering to the subject a purified mycobacterial 
mycolic acid or mixture of purifi^/d mycobacterial mycolic acids or ester form 
thereof or synthetic form thereof to stimulate the innate immunity of the 
subject. 

A method according to claim/^. which is a prophylactic method or a 
therapeutic method. 



11. A method according to claifti 10, which is an immunoregulatory method. 

12. A method according to clJm 10 or 1 1, which is a prophylactic method which 
enhances resistance or rec/uces susceptibility to a micobacterial infection in a 
subject. 



13. A method according to 
pro-inflammatqty resp< 



•laim 12, wherein the prophylactic method promotes a 
fnse in the lungs of the subject. 



14. A method according ti claim 10 or 1 1. wherein the prophylactic method or the 
therapeutic riethod nAdulates or manipulates the humoral immune system or 
cellular immune system or both in a subject. 



15. A method ac cordi 

stimulates thV exprftfssion O 



aim 12 or 13. wherein the prophylactic method 
IL12. IFN-Y in the lungs of the subject. 



16. 



17. 



A method according to claim 10, wherein the therapeutic method stimulates 
the expression JfTGF-p in the lungs of the subject. 

A method according to claim 10, wherein the mycobacterial infection is 
tuberculosis. 
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A purifiedTiycobacterial mycolic acid or mixture of pumed mycobacterial 
mycolic acids or ester form thereoficar synthetic form thereof for use in a 
method of decreasing the pathogeriic effects of a mycobacterial infection in the 
lungs of a subject by stimulating^the innate immunity of the subject. 

Use of a purified mycobacterial' mycolic acid or mixture of purified 
mycobacterial mycolic acids or ester form thereof or synthetic form thereof in 
a method of making a medicament for use in a method of decreasing the 
pathogenic effects of a mycbbacterial infection in the lungs of a subject by 
stimulating the innate immunity of the subject. 

A purified mycobacteri/l mycolic acid or mixture of purified mycobacterial 
mycolic acids according to claim 18 or 19. wherein the method of treatment is 
a prophylactic method or a therapeutic method. 

A purified mycobaieriaLmycolic acid or mixture of purified mycobacterial 
mycolic acids acceding to claim 20. wherein the method of treatment is an 
immunoregwiaTOry method. 

A purifie/mycofaacterial mycolic acid or mixture of purified mycobacterial 
mycolic/acids o/ ester form thereof or synthetic form thereof according to 
claim IB or 19./wherein the method of treatment is a prophylactic method 
which Lhanci resistance or reduces susceptibility to a mycobacterial 
infection in a subj<^. 

A purifid nf cobacterial mycolic acid or mixture of purified mycobacterial 



myco 



acids 



according to claim 22. wherein the prophylactic method 



promotes afcro-inflammatory response in the lungs of the subject. 

A purifie/mycobacterial mycolic acid or mixture of purified mycobacterial 
mycolic Lids according to claim 20 or 2 1. wherein the prophylactic method or 
the ther/peutic method modulates or manipulates the humoral immune system 
or celluBar immune system or both in a subject. 
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A purified mycobacterial mycolic acid or mixture of puritled mycobacterial 
mycolic acids according to claim 22. wherein the mycobacterial infection is 
tuberculosis. 

A purified mycobacteria/iiJjcoiic acid or mixture of purified mycobacterial 
mycolic acids according/to claim 20. wherein the method of treatment is a • 
prophylactic method which stimulates the expression of IL12 and EFN-y in the 

A purified mycobacte/ial mycolic acid or mixture of purified mycobacterial 
mycolic acids accordi'ng to claim 20. wherein the method of treatment is a 
therapeutic method \/hich stimulates the expression of TGF-p in the lungs of 
the subject. 

A method of diagn,ising an immune disorder in a subject comprising the steps 
of: 

contacting a sanJiTfrom the subject with a purified mycobacterial mycolic 
acid or mixtu^df purified mycobacterial mycolic acids or ester form- thereof 
or syntheti/ forrfi thereof; and 

detecting/4ny immunological reaction between the purified mycobacterial 
mycolic/acid o/ mixture of purified mycolic acids and the sample. 

A metiod acj^ing to claim 28. wherein the step of detecting any reaction 
betweln ff^ mycolic acid or mixture of purified 

mycoLieJal mycolic acids or ester form thereof or synthetic form thereof 
and tlUaiple comprises detecting the binding of an antibody present in the 
sample to/the purified mycobacterial mycolic acid component. 

A meth/d of treatment of an immune disorder in a subject comprising the step 
of adXistering to the subject a purified mycobacterial mycolic acid or 
mixtJre of purified mycobacterial mycolic acids or ester form thereof or 
syntHetic form thereof 
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31. A method^ording to claim 30. which is a prophylactlPKethod or a 
therapeutic method. 

P 

32. A method according to claim 31. which is an immunoregulatory method. 

33. A method according tg claim 3 1 or 32,^ihich is a prophylactic method which 
enhances resistance or reduces susceptibility to an immune disorder in a 
subject. 

34. A method according to claim 33. w^'erein the prophylactic method suppresses 
inflammation of the joints in the subject. 

35. A method according to claim 3 1 or 32, wherein the prophylactic method or the 
therapeutic method modulates ^ manipulates the humoral immune system or 
cellular immune system or both in a subject. 

36. A method according to any ohe o^^KmiS^O to 3 5, wherein the immune 
disorder is an inflammatoryfc<mdition or allergy. 

37. A method according to 9lWim 36. wherein the inflammatory condition is an 
autoimmune disease. 

38. A method accordinJto /claim 37. wherein the autoimmune disease is arthritis. 

39. A purified mycoba(tiial mycolic aci^^ixture of purified mycobacterial 
mycolic acids or est7r form thereof or synthetic form thereof for use in a 
method of treatmen/of an immune disorder in a subject. 

40. Use ofa purified Lcobacterial mycolic acid or mixture of purified 
mycobacterial ra(colic acids or ester form thereof or synthetic form thereof in 
a method of m/king a medicament for use in the treatment of an immune 
disorder in a subject. 
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A purified mycobacterial mycolic acid, mixture, ester oWn^hetic form 
according to claim 39 or 40, wherein the method of treatment is a prophylactic 
method or a therapeutic method. 



A purified mycobacterial mycolic acidf mixture, ester or synthetic form 
according to claim 41, wherein the mpod of treatment is an 
immunoregulatory method. 

A purified mycobacterial mycolic ajbid, mixture, ester or synthetic form 
according to claim 41 or 42, wherein the method of treatment is a prophylactic 
method which enhances resistanc^or reduces susceptibility to an immune 
disorder in a subject. 

A purified mycobacterial mycoli>cidrmixture, ester or synthetic form 



according to claim 43, 
inflammation of the join 



where 



jhe prophylactic method suppresses 
subject. 



A purified mycobactefrial my< 
according to claim 4fl or 42, 
therapeutic method modulati 
cellular immune sy: tem or 



lie acid, mixture, ester or synthetic form 
/herein the prophylactic method or the 

manipulates the humoral immune system or 
subject. 




A purified mycobacterial W/colic acid, mixture, ester or synthetic form 
according to any oneVc//ims 39 to 45, wherein the immune disorder is an 
inflammatory condition dr allergy. 



A purified mycobacterial mycolic acid, mixture, ester or synthetic form 
according to claim 46, jL'herein the inHammatory condition is an autoimmune 
disease. 



A purified mycobacterial mycolic acid, mixture, ester or synthetic form 
according to claim 4y, wherein the autoimmune disease is arthritis. 
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A method o??eparating and purifying a specific microbil^ell-wan 
component of a lipid or carbohydrate nature or a derivative or analog thereof 
from an extracted mixture of the cell-wall component or derivative or analog 
thereof and contaminants or from a synthetic mixture of the cell-wall 
component or derivative or analog thereof and contaminants, comprising the 

steps of . / 

dissolving the extracted mixture ^r synthetic mixture in abi-phasic 
solvent containing sodium chloride to form a solution; 
allowing the solution to separate to from an upper phase and a lower 
phase; / 

subjecting the phases to countfercurrent distribution/separation 
comprising a required number of cycles to separate the microbial cell- 



wall component or 
the lower phase; an 
removing the sepa 
analog thereof from 




rivative thereof in the upper phase or 

cell-wall component or derivative or 
er or lower phase. 

also comprises the additional pre- 



A method according to c;laim 49, 
purification steps of: 

dissolving the extracted fixture of cell-wall component or derivative 
or analog thereofVnd JLtaminants or the synthetic mixture of the cell- 
wall component orVniative or analog thereof and contaminants in a 
first solvent without sodium chloride; 
adding thereto a second solvent without sodium chloride; 
mixing and allowing the solution to separate to form a first upper phase 
(second solvent) and first lower phase (first solvent); and 
removing the first up|)er phase and/or the first lower phase for airther 
processing. 

A method according to cla/m 49 or 50, wherein the lower phase containing the 
extracted mixture is remo/ed and subjected to countercurrent 
distribution/separation ccjmprising a required number of cycles to separate the 
microbial cell-wall com Jonent or analog or derivative thereof in a second 
upper phase or lower phase and the separated microbial cell-wall component 
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sdTJond 



or derivati^ or analog thereof is removed from the sCTnd upper or lower 
phase. 

A method according to any one of claims 4^to 51. which also comprises the 
additional post-purification steps of: 

dissolving the extracted microbial/cell-wall component or derivative or 

analog thereof in a suitable solvent; and 

adding a precipitant to the solutibn to precipitate out the dissolved 
further purified microbial cell->^all component or derivative or analog 
thereof 

A method according to claim 52. wh4rein the solvent is chloroform. 



A method according to claim 52 ol53, wherein the precipitant is acetone. 



)ne 



claims 49 to 54, which also comprises the 



A method according to any • 
steps of: 

saponifying a microbial jtulture prior to preparing therefrom an 
extracted mixturife of a obll-wall component or derivative or analog 
thereof on whidh to pefbrm the method; and 



resaponifying t 
or derivative oi 



le sepdl-at/SJ^d purified microbial cell-wall component 
analog thereof 



Detection means for de^ctifr^ the presence of antibodies to a purified mycolic 
acid or mixture of purifiedlnycolic acids comprising a solid phase and an 
unconjugated purified myiolic acid or a mixture of unconjugated purified 
mycolic acids in a methy/ster form or in a freshly resaponified form 



associated therewith. 



Detection means accorgi 



no to claim 56. wherein the solid phase is an ELISA 



plate. 



A prophylactic pharrt/aceutical composition according to claim 7. wherein the 
immune disorder is in autoimmune disorder. 
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